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beinf! reoutred under the mmerrd authority
of w%io; 8(a) of the Act; to requirq sub:

mission of information necessary for ad-

ministration of TBCA.
EPA intends to use the production volume

data to help set priorities for implementing
TSCA. In particular, EPA will initiate sub-
sequent phases for reporting on chemical
substances selected in psrt on the bssis of
their production volume. Section 710.5(d) (4)
requires reporting of production in fairly
brosd rsnges. (See comment 6.) Because
manufacturers should know generslly how

much of a chemical substance they manuf-
acture on an annual bseis, EPA does not
anticipate that this requirement till sig-

ndicantly delay reporting. Combining report-
ing of production with reporting of chemical

substance identities is far more etficient, in

termS of time snd resources both for EPA

and the industry, than requiring separste

reporting. Saving many months of additional
effOrt clearly justifies the few months of

delay in the publication of the initial in-

ventory.
Comment 5.’ Production volume data are

avsilable elsewhere, notably from trsae as-

sociations and other governmental agencies.
EPA alxo has authority under Air and Water

Acts to gsther the data.
Response: The production data available

to EPA from other sources are inadequate

in Sveral respects. Other government sgen-

c- such ss the Internstionsl Trade Com-
mission, believe they are not permitted, by

st&tute, to disclose confidential production
&z&_ to EPA. Further, these data are often

cellected for groups of chemical substances,
and not for discrete chemical substances.

While EPA has gathered certain data for
severai hundred chemical substances under

its other authorities, these substances repre-

SSnt only a fraction of those EPA anticipates

will be reported for the inventory. On] y

by collecting production information along
with the chemical identities as they are

reported for the inventory will EPA be as-

eured of having a comprehensive indication
of production for these substances.

Comment 6: Several commenters suggested

that production volume dab should be re-

ported in broad ranges because statistical
analysis shows that aggregate totals will pro-

vide enough accuracy for EPA to set relative
priorities. Others recommended that produc-

tion volume data should be reported to one
er two significtmt figures or to within a

specified percentage.

‘RSspon6e: As provided in $ 710.5(d) (4), the
Administrator hss determined that reporting
of production volume in ranges is adequate

for the purposes of these regulations. The

rsnges establitied by these regulations are in

terms of powers of ten, except in the upper

VOIUIXIes where the difference between the

Imver and upper limits of the ranges would
be too great. In subsequent section 8(a) re-

perting requirements, when the Agericy has
identified a particular interest in ‘a chemical,

the Administrator may request prediction

volume information with greater specitlcity.

Comment 7.’ ,Tot,al prediction volume in-

formation for a compsny should be required,

rather than site specific information.

Response: me Administrator disagrees
with this comment. In order h establish an

adequate profile of the chemical industry

and properly aasign agency resources, par-
ticularly the agency’s regional resources, pro-

duction information ia necesssry on a ate

specific basis.

Comment 8: production volume informa-
tion on intermediates, I-SW mater.fals, and
byproducts should not be mquirecf.

Respense: Section 710.5(d) (4) of these
regulations will require reperting of preduc-
tlon volume information on intermediates.

As discussed in response to comment@7 be-

low, the term “’intermediate,> has been de-
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fined to include only those chemical sub-

stances that are intentionally removed from

the equipment in which they are manu-
factured. The Agency expects that a manu-

facturer will be able to estimate the range

of prediction volume of the intermediates
which he isolates ih this manner.

Under these regulations, manufacturers are

not required to repert the identity of pur-

chseed raw materials or bypreducte which
have no commem~l value. Accordingly, a

manufacturer would not be required to re-

port the production volume of these sub-

stances.

Comment 9: EPA should not set its priori-
ties on the bssis of production volume alone.=.- ——. ..

Response: EPA recognizes that priorities
under TSCA cannot be set on the bs.$is of

any single factor. The production data ob-

tained under these relations will be only

one fw-tor in select,mg chemical substances

for attention. Ptiuction VOIIUUe ~nfOrma-

tion is uiiportant ~use it gives some indi-
mition of the potential for human snd envi-

ronmental exposure. Other information such

as the toxicity of the substsnce, its uses,

and byproducts will, as appropriate, also be

considered in assigning relatlve priorities to

substances for testing and other regulatory
actions.

Co?nment 10: EPA should not require a

designation of those chemical substances

that are site-limited. This information may

be confidential and any use of such a sub-
stance for commercial purposes outside the

manufacturing site is not necessarily a “sig-

nificant new use” for the purpa$e of TSCA
section 5(s) (1) (B).

RESPONSE: Sect]on 7105 (d) (3) will re-

qume designation of those chemical sub-

stances which are manufactured and pro-
cessed within a site and are not distributed

for a commercial purpose outside the site.

The information will be used by EPA and
other agencies to Identify those chemical

substances which may have little exposure
to the general environment.

Section 710.7 of these regulations recog-
nizes that the fact thst a particular chemical

substance is ‘dSlte limited’” msy be clsimed
ss confidential. If a claim of confidentiality
is ssserted it wfll be handled in accordance

with the Agency’s business confidentiality

regulations, 40 CFR Fsrt 2.

EPA has not decided exactly how it will
propose to define “slgniflcant new use” for

the purposes of notification under section

6(a) (1) (B). The comments which we have

received are quite extensive on this point and

Correctly emphasti the various considera-

tions set forth in section 5(a) (2). EPA in-

tends to take into account all these con-

rnderations prior to issuing a proposed rule

under section 5(a) (2).

Comment 11: Compilation of production

volume and site data will be a time-consum-

ing and expensive procedure since many

companies will have to consult ptiuction

batch sheets and inventories. Thfe burden 1s
greatly increased by requiring the reporting

. of ieolatable intermediates.

Response: In prepsring the final regula-
tions, EPA has attempted to reduce the bur-

den of reporting to industry while obtaining

importsnt information. As discussed in re-

sponse to comment 6. these regulations would

require reporting in fairly broad ranges of
the production of chemical substances. Fur-

ther, as discussed in response to comment

67, EPA has revised its definition of “inter-
mediate” to exclude ‘isolatable intermedi-
ates”, or those which “’could be isolated,”

but are not. These amendments should
greatly reduce the pet,ential reporting bur-

den to industry. Moreever, the burdens of

COmpiling the production and site informa-

tion required by these regulations has been

considered in estabhshing the definition Of

“small manufacturer’ under these regula-
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tions. As discussed in greater detail in re-

sponse to comment 24, small manufacturers

are not required to submit this information.
Comment 12: Certsin industries may find

it more convenient to report their chemicals

in units other than pounds. Cubic feet for

gas, and barrels for petroleum products are

two exernples. Further, manufacturers should
be able to repert in metric units.

Response: In order to simplify reperting
and to enable EPA to process the information

in p timeiy fashion, it is very impertsnt that

manufacturers repert production volumes

according to the ranges established by s 710.-

5 (d) (4). EPA expects manuf scturers who

normaily deal in other unite of measurement

to be able to convert to the specified ranges.

The table of ranges is provided in both

pounds and kilograms t.a facilitate reperting

by persons using the metric system. In in-

stinces where manufacturers cannot- deter-

mine the actual weight of a chemical sub-
StanCe, a best estimate should be .,ade.

WHICH PERSONS ASS SUBJSCT TO THESE

=GuuTXONS

Man ufac turers

Comment 13: EPA will lose valuable infor-
mation by not requiring a~l cbemieal manu-

facturers to report for the inventory. There

are many ohem:;al manufacturers outside

of SIC groups 26 and 2911 and EPA will not

be able to locate these potential sources of

hazardous chemicals. The Agency dees not

have the discretion to exempt some chem-

ical manufacturers from the reporting ..3P ii-

gation.

Response: The Administrator interprets

section 8(a) of the ststute as giving EPA

broad discretion to determine the manufac-

turers who shall be subject to any reporting

rule.
By directing these reporting requirements

to manufacturers substantially engaged in
producing chemical producte of the types

described under SIC 28 or 2911 the Agency is

focusing on that segment of the industry

which is of primary, concern under ‘I%CA. By

narrowing the population of manufacturers

required to respond from a pessible 225,000

establishments who may be engaged in proc-

essing chemical substances to approslmstely

6,400 establishments engaged in manufac-

turing chemical substances, EPA will dra-

matically reduce potential duplication of re-

porting and still create a data base which is

comprehensive with respect to principal

chemical manufacturers. EPA expects the

initial inventory to contain over 957. of the

chemical substances manufactured and proc-
essed for a commercial purpose in the United

States. ---
In response to this comment, however, in

order to increase the reliability of the data

bsse which the Agency will generate, EPA

hss expanded the category of manufacturers

who must report, in two respects. ‘~rst,

$ 710.3(a) ( 1 ) (i) (B) requires manufacturers

who have produced one million or more

pounds of a reportable chemical substance(s)

at a plant site to report concerning all chem-

ical substances manufactured at &at site

during 1977. This criterion applie6 whether

or not the manufacturing establishment

would be included in SIC Code 28 or 2911.

Second 5710.3 (a) (1 j (ii) requiree all manu-
facturers to report concerning any chemical

substance that they manufactured at one

plant site in quantities equal. to or greater

than 100,000 pounds during calendar year

1977.
The Agency, accordingly, will receive re-

porting on all the chemical substances ms,nu.

factured at plants included in the chemical

and allied products sector of the indus~-y and

at the plants of the largest manufacturers

in the other sectors. In addition, the data

base will include at least all chemical sub-
.
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stances produced in quantities equal to or

greater than 100,000 pounds annually at any
plant site.

Comment 14: Since afiy manufacturer

whose chemical substance is not included in

the initial inventory will be required to

comply with the premanufscture notification
requirements of section 5(a) ( 1 ) (A), manu-
facturers outside SIC groups 28 and 2911 will
still be forced to report their chemicals to
ensure that they are included on the inven-
tory. Thus EPA’s efforta to reduce duplica-
tive reporting will not be successful.

Resp-e: The Administrator believes that
these regulations w1ll reduce duplicative re-
porting. Those manufacturers who are nut
required by $710.3(a) (1) or (2) to report
chemical fmbstances have several options for
ensuring the chemical substances they man-
ufacture are included on the inventory. First,
they can report individually. Second, these
manufacturers can rely on their knowledge

that another manufacturer 1s reporting the
chemical substance. Or, third, as provided in

5710.5 (f), they can ensure that the chemical

substances are reported by a trade association
or other group. Thus, the inventory reporting

burden on these persons will be minimized

and the number of reports s.ubrnitted to the

Agency wilf be greatly reduce&

Comment 15: EPA should clarify by notice

in the FEDERAL REGISTER or by direct mailing,

exactly who is included in SIC groups 28 and

2911.

Response: The Agency intends by direct
mail to notify those persons included on the
Dun and Bradstreet list of SIC Code 28 or

2911 manufacturers, as well M others who are
included on EPA’s mailing list, concerning

these reporting regulations. Moreover, EPA
has decfded for administrative and legal rea-

sons not to rely on the designation of SIC

groups that the Bureau of Census ass@s to

all manufacturers. Instead, $710.3 (a) ( 1 ) of

these regulations sets fcrth independent cr:-

teria for reporting for these regulations.

Manufacturers should be able to determine
for themselves whether the reporting require-

ments are applicable to them. The proposed

criterfa should encompass at least those man-

ufacturers in SIC groupz 28 and 2911, ax des-

ignated by the Bureau of Census. Any manu-

facturer meeting the criterfa of $ 710.3(a) ( 1 )

fs subject to these regulations regardless of
whether he has been ass,igned to SIC grol, p 28

or 2911 by the Buerau of Census and whethe.

he receives a letter from this Agency.

Comment 16.’ Trade associations should let

non-member firms add to any list of rnan-
ufaoturd chernfcsls.

.

Response: In allowing trade associations to

repo~. the rematiti do not stiptiato that
the persous for whom the trade associations

~Y rePort are aCtUal members of that RSSCJ-
ciablon. Seotion 710.5(f) of these regulations

only requires that for every chemical sub-

stanca reported by a trade association at least

one manufacturer, impnrter, or proceseor
must have certified to that trade sssocfation,

and be able to document ‘to EPA, that the

chemical substance was m~ufactur~, im-

ported, or prDcessed in accordance with these
regulations.

Comment 17: A company which contracts
with another company to ruanuf acture a
chernfcal substance for a commercial purpose

should be allowed to report that chemical

substance for the inventory.

Response: The Adminfetrator agrees with
this comment. EPA recognizes that there are
companies who contract with other com-

panies to mr&nufacture chemical sub=i.snces

for commercial purp.asea. The company who
actually manufactures the substance is, of
oourse, responsible for reportfng any chemi-

cal substance manufactured during calendar
year 1977, in accordance with 5 710.3(a) (1).

In addition, the rnsnuf acturer may report for
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the inventory under $ 710.3(a) (3) The com-

pany who has contracted for manufacture of

the chemical substance may air-c report for

the initial inventory, if he has reason to be-

lieve that the manufacturer h&s no intention

of reporting the substance. For example, the

manufacturer may @ longer be in buzhme.s or

may not have manufactured the substance
since January 1, 1977, and does not intend

to continue manufacttwing the chemical sub-

stance. If the contractor reports for the in-

ventory he must be able to certify that the

chemical substance was manufactured since

January 1, 1975, and provide the address of

tho rnanufacturhg site.

Importer

Comment 18: Importers and foreign sup-
pliers should be permitted to appoint a mu-

tually agreeable agent to report for the in-

ventory. It is unfair to hold small importers

liable for reporting the chemicals manufac-
tured by a large international corporation.

Respons@: Section 710.5(e) of these regu-
lations provjdes that an importer required

to report chemical substances may authorize

a foreign manufacturer, or an agent of a
foreign manufacturer, to report on the im-

porter’s beh,Af. Because the jurisdiction of

TSCA reaches the importer and not the

foreign manufacturer, EPA must hold the

importer llable. An Importer is free, however,

to take whatever legal measures are neces-

sary in contracts with the foreign supplier

to protect himself from penalties. Whatever
conditions the importer and reporting agent

agree to, however, are outside the purview of

these regulations.

In addition, the reporting instructions re-

ferred to in $710.5 (b), “Reporting for the

TSCA Inventory, ” will provide that importers
may report certain information directly to

EPA and request a foreign manufacturer or

his agent to supply other information. Thus,

an importer could arrange that he would

send directly to EPA the trade name of the

imported chemical substance and the amount

imported, and that a foreign manufacturer

or his agent would submit the specific chem-

ical identity of the trade name substance.

Tne Agency expects such arrangements to

be useful in the event some information is a

confidential trade secret.

Comment 19: Standard Lndustrlal Classl -
flcation (SIC) codes should be used to deter-

mine which importers are required to re-

port. EPA should insure that importers are
nOt required to report under $ 710.3(a) ( 1 )

and should clarify the “site” for importers

for the purposes of these regulations.

Response: The Adrnfnistrator agrees in

part with this comment. EPA has revised the
tlnal regulations to require reporting by

importers concerning all chemical substances

imported lf ( 1 ) thirty percent or more of

the weight of the products imported con-

sists of products of the types described
Imder SIC 28 or 2911, or (2) the total pounds

of reportable chemical substances imported

equals one million or more pounds. In addi-

tion, importers must report any chemical
substance imported during calendar year

1977 in quantities equrd to or greater than

100,000 pounds. These requlremente parallel

those under $710.3 (a) (1) for domestic man-

ufacturers. An importer, however, fs not re-

quired to report under $710.3 (a) ( 1); he fs

required to report under S 710.3 (a) (2).

As defied in $710.2 (w), the business
address of an importer wfll be considered

his site for the purposes of these regula-
tions. Importers need not specify the port of

entry for importation of a chemical sub-

stance.

Comment 20: If EPA allows mixtures which

contain substances not on the inventory to
be Imported, foreign competitors will have

an Unfair advantage. EPA should require
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premantiscture notification of new chemi-

cal substances imported as parts of mixtures.

Response: The Administrator agrees with

this comment. On October 3, 1977, EPA pub-
lished in the FZDZRAL R.EGIS’I’SRa supplemen-

tal notice (42 FR 53804) addressing the

applicability of these regulations and pre-
manufacture notification requirements to
importers of chemical substances as part of

mixtures. Since an frnporter of a mixture is
also importing the component chemical

substance in the mixture, such an importer

would be subject to the premanuf~ture no-

tification requirements with respect to alI
new chemical substances. Accordingly, al-

though importers of chemical substances se

part of mixtures are not required to report
for compilation of the inventory, they should

ensure that the chemical substances they

import are included on the inventory. As

provided in $$ 710.3(a) (3) arid 710.3(b),
they may report either during the reporting

period for the initial inventory or the re-
porting period for the revised inventory.

And, as provided in $ 710,5(f), they may re-
port through a trade association or other

agent. The premanufacture notification re-

quirements of section 5 (a) (1) (A) will not
be applied to importers of chemical sub-

stances as part of mixtures umtil 30 days

after publication of the revised inventory.

At that time, no person will be permitted
to import any mixture containing a “new

chemical substance’> except in accordance

with TSCA section 5. Please refer to the Oc-

tober 3, 1977 notice for a discussion of the
legal and policy considerations supporting

this decision.

Comment 21: Importers of chemical sub-
stances as part of articles should not be re-

quired to report for the inventory and
should not be subject to premanufacture

notification.

Response: The Administrator agrees that
importers of chemical substances as part of

articles should not be required to report for

the Inventory, and is reviewing whether any
importers of articles should be subject to

premanufacture notitlcation requirements.

Sections 710.3 (a) (3) and 710.3(b) provide,

however, that importers of a chemical sub-
stance as part of an article may report for

the initial and revised inventory.

The October 3, 1977 supplemental notice
(42 FR 53804) In the FEDSRAL RECISS’ER dis-

cussed the applicability of these regulations

and premanufacture notification require-

ments to importers of chemical substances
as part of articles. Persons who import arti-

cles also “import” the component chemfcal

substances. llIus, as discussed in response

to comment 20, the importer could be sub-

ject to the premanufacture notification re-

quirements with respect to all new chemical
substances comprising the article. However,

for reasons discussed in greater detail in the
October 3, 1977 notice, the Administrator

does, not presently intend the premanufac-
ture notification requirements of section

5(a) ( 1 ) (A) to be applied to the importation
of all articles that contain a new chemical

substance. As discussed in response to com-

ment 22, EPA will carefully consider the
economic and international rarnfrlcations of

any premanufacture notification require-

ments that may be applied to chemical sub-

stances imported as part of articles. In the
interim, EPA will not consider persons who
import chemical substances as part of arti-

cles or who process or use such articles to be
in violation of section 5 (a) ( 1 ) (A). If upon

re-evaluation, the Administrator determines

that these requirement.s should be applied
to importers of chemical substances import-

ed as parts of some or all articles, or to lM-

porters of selected chemical substances im-

ported as parta of articles, a proposed notice

will be published for further public com-

ment. Such change in policy would be flnal-

23, 1977

:. :

ized
tory

duri]

..

cl

impc

barr

of t

side)

in b
requ

ture

ap
mix’

that

cial
whit

thes

quir

fluk
ciga

mot

the

hav
thes

sub:

chel

in c

rep(
T

regl

whi
por

tier
nec

risk

me]

hib

stri

sta]
c

sta

Cor!

f ac

che
wit
tifi(

be

rna

to

con
ThJ

ven

ma
F

wit

rep

iml

chf

bul
of

rec
me

VA]

Ovf

de

1
ch
of

po

an

an
me

ch

co
in,

ur

pL
tic
w)

ret

he

lie

,.,’
:

,,. ... Uf
..

in
, ::. th

,’.

..“...
-:..

&;<. ,.



n

i

ized before publication of the initial inven.
tory so that any affected parties may report

dUrin&! the reporting period for the revi~e~
inventory.

Chemical substances or mixtures which are

imported within articles, such zs in drums,

barrels. Or Other containers used for purposes
of transpOrtatiOn or containment, am con.

sidered tO be chemical substances imported

in bulk and are subject to these reporting

requirements. Chemical substances or mix-

tures will be considered to be imported as

a part Of an article, if the substance or
mlXtUre is not intended to be remov~ from

that article and has no end use Or ~ommer-
cial purposes separate from the article of
which it 1s a part. Importers may report
these chemical substances but are not re.

quired to do SO. For example, transformer

fluids in transformers, lighter fluids ,n
cigarette lighters, and crankcase oil m auto-
mobiles are not intended to be removed from

the artlCleS of which they are a part and

have no commercial purpose separate from
thexe artiCleS. Accordingly, these ~hemical
substances need not be reported. These same

chemical substances, however, if Imported

in drums, cans, or other containers, must be

reported as required by these regulations

The Agency Wiil exercise its authority to
regU1ate the import of chemical ~ub~tance~

which are part of articles (SS well ~ ~m-
ported in bulk and in mixtures) under sec.

tion 6 or other authorities of the Act ws
necessary tO prOtect against unreasOnabIe

risks Of in jUry to health and the ~nI,iron-
ment. This might, for example, include pro-

hibiting. limiting, or, in other ways, re-
stricting the import of such chemical ., ,h -
stances.

—---- ---

Comment 22: Importers of chemical sub-
stances as part of an a*ticle have an unfair

COmpeti tive advantage over domestic man ~-

facturers because they can introduce new
chemical substances into domestic markets

withOut complying with premanufacture no-
tification requirements. This policy should
be changed so that substances which are
manufactured domestically at a site solely
to be included in an article ~Ould not &
considered commercial substances per se.
Thus they would not be reported for the in-
VentOry and would not be subject to pre-

manufacture notification.

~SpOnSe: The Administrator disagrees
with this comment. EPA recognizes that the

reporting requirements are not identical for
impOrterS and domestic manufacturers of

chemical substances as part of an artlcie,
but EPA has tried to equalize the burdens

Of COmPIYing with these regulations, ss di -
rected by the Act. With respect tn the require-
ments fOr premanufacture nOtificatiOn, EpA

will assess the impact of those requirement

Over the next several months as they are
developm.

Under $710.4(d) .of these regulatiorissome
chemical substances manufactured ss part
of an article which have no commercial pur-
pose separate from the article of which they
are a part, are excluded from the inventiry
and premanufatiure notification require-
ments. TO exclude frorh the inventiry othek
chemical substanc= manufactured for a
COInrnerClalpurpose ~hich are subsequently
incorporated in an article would create an
Unaccep=ble loophole and not fulfill the
PurpOsesOfthe TSCAinventory. The domes-
tic manufacturer of a chemical substance
who also manuf~tures an article is only
required to report the chemical substance(s)

h? SCtUallY manufa@ures. EPA doe not be-
lieve that this is an unremnable burden. If

under subsequent regulations the Agency im-

POSeS Certain requirement on domestic man-

ufacturers Of chemical substances which are

incorporated ss parts of articles, in general

the Agency will impose the same reauire-

1

(

1

1

t
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ments on Impo*r.s of those chemical sub.

stances.

f70rnment 23.’ In developing premanufm-

ture requirements under sectiOn 5, WA

should take into account foreign manWW-

turers whose application for a patent for
a new chemical substance with a foreign
gOVeIhIment may be jeopardized by premanu-

faCtUre notification under TSCA,
Response: If a foreign government will not

award a patent for a chemical ~“bs&nce

whose identity hzs been disclOsed, even ~

another government under a prov]sion such
as the premanufacture notification require-

ments of TWA, persons should take this

into account and apply for the patent prior

to the importation of the chemical substance

into the United States.

De finztton of Small Manuf~Curer OT

Importer

comment 24. ‘The definition Of ~,sma,,
manufacttlrer or im.>orter,, proposed by EPA
1s unduly restrlctl ,e and Ought tO ~ revised

Response: The Admmlstrator agrees with
this Comnlellt. The definition Of the term

“small manufacturer or importer” at $ 710.2

(X) has been revised to mean a ‘,manuf~-

turer or Importer whose total annuaI sales
is less than $5 mllll on, bsxed upon the mauu -

facturerrs or impor. er<s latest COmple@ fisca~

ye?r as of January 1, 1978, except that no

manufacturer or importer is a ‘small manu-

facturer or importer’ with respect to any

chemical substance wh lch such person
manufactured or impor~ in quanti~

greater than 100,OOO PO. .E .IS during calen-

dar year 1977. s,

This definition is different in sever&1 re-

spects from the definition of “small rnsnu.

facturer or importer” which wzs proposed on
August 2, 1977. In the first place, EPA has

deleted the criterion based on the number
Of pla~lt sites. It had been proPOsed that a

manufacturer would be a small manufacturer

if he had only one pIant site. The Adminis-

trator has determined that for the purposes
of these regulations, such a criterion would

have little meaning. The one plant site.

Criterion bad little relation ~ bufien on the

small manufmturer, It alse provided very

little benefit to EPA because very few mi+nu_

factUrerS who meet the other criteria WiII

have more than one plant site.

In the second place, whereas the August
proposal would have defined as a ‘Jsmall
manufacturer or impor~r,, a perWn with

tOtal Sales of less than $100,000, these final

regulations consider a “small manufacturer
or importer, - a person who, in part, h= ~ta~

annUal SaleS Of less than $5 million, based on

tbe manufacturers’ or impor&rs, latest ‘fiscal

Year as ,of January 1, 1978. The Agency re-
ceived extensive comments that the $100,000

6gUre was unreasonably low, and has agreed
that it should be substantially increased.

And, in the third piace, these regu]atiom

movide that no permn is a ,(Small manufac-
turer or importer+, with resp~t ~ any chemi-

cal substance produced in quantities greakr

than 100.000 pounds annually. The August

proposal had provided that a person would

be a small manufacturer if he had no more

than 2,000 pounds annual production of a

:hemical substance. The Agency has estab-
lished this criterion for the definition of the

=rm “small manufacturer or im~r~r..

mzed on its need for infOrmatiOn On chemi-

:als produced in subs@ ntial quantities.

It is impor~nt to emphasize that in sc-

‘Ordance with section 8(a) (3) Of TSCA,
mall manufmturers and impor~rs me nOt

Kempt from reporting information nece~~

!Or compilation of the invenhry, Acmrd-

ngly. under these regulation, small rnanu-

‘aCtUrers and importers who are required to
‘eport (f 710.3(a) (1) and (2) ) must re~rt

.<
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at least ( 1 ) the identitie.g of the chsmiml

substances, and (2) whether they manufx-
ture, process, or import the subs~nce. ~.

pOrting of the chemical identities is nWes-

Sary to publish the list required under s&-

tion 8(b) In order to enforce these inventiry
reporting regulations, manufacturers, and
impOrterS mUst indicate whether they do
manufacture or import the substance.

Under the- regulations ‘<small manufac-

turers,, are also required to report whether
the chemical substance is manufactured and

processed only within one site and nOt dis-

tributed outiside that site. The Administrator

has determined that this is very important
for utility of the inventiry and that the

burden of reporting this additio~l informa-

tion by manuf~ture~ is negli~ble. Spe-

cifically, EPA may want t,o use this infor~-
tion, i e., which chemical subsbnces are now

“site- limited,,, for purposes of requiring
notification under section 5(a) ( 1 ) (B) prior
to distribution of such substances oUtside

the manufacturing site.
Small manufacturers and importem are

exempt from reporting the prOdu~tiOn VOI-

Ume and site information that W.iII be re-

quired by these regulations. As is discussed
in response to commenk 1 through 12, this

information is being required pursuant to

the general reporting authority of section

8(a) to obtain sufllcient information to im-

plement the provisions of TSCA. In defining

%nall manufacturer or importer,, EPA hss
attempted ta bal~e the burdens ~ ~nu-
facturers and importers of submitting this

information against the value Of that infer.

mation to the Agency.

The Administrator has dekrmined t~t re-
ouiring production and site inforrna,tion

from all manufacturers and importers other

than “small manufacturers and importers,,

as defined in these regulations, will not pre-

sent an unreasonable burden. For those firms

with approximakly $5 milliOn in sales, the

costs of reporting will range from about 0.6

Dercent of annual pmfitx (for reporting for

the inventory alone ) to about 1.2 percent

(for also reporting product volume and iden-
tity of substances manufactured by site).

These figures assume a 6 percent profit rate.

For example, a firm with $5 mililon in sale
and $300,000 in profits (6 percent) would

have to spend about $3,5oo, ( 1.2 percent of

$300,000 ) to comply with these rsgulatio~,
The above costs would decrease as the sise

of the firm increases.
The firms generally most impacted are

those with the largest number of chemicafg

to report. Those flrmz with less than $5 mil-

lion in sales must repor~ production volume
by site for chemicals man~facturd in quan-
tities in excess of 100,OOO pounds. The costs

to these firms will fall between 0.6 and 1.2

percent of profits, or between the cows of

“ePOrting for the lnVentOry alone and the
:osts of reportinE all required information.

In analyzing the costs of reporting, EPA

examined the costs to those required to re-

port under section 710.3. The bulk of re-

spondents would fall in SIC group 28, Chemi-
cals and Allied products, or SIC 2911, Pe-
troleum Refining. The remaining resoondent,g

We those who are not ckaasifled as SIC 28 or
?911 tlrms but who have at least one site

“rem which thirty percent or more of prod-
lcts distributed are of the type described by

;IC 28 or 2911, or who either manufacture

L tDtal Of one million or more pounds of

eDOrtable chemical substances or manufac-
ture one or more chemical substance in

quantities of 100,000 pounds or “greater. The

Osts per chemical of reporting for three

~dditional firms would be similar tn the COStS
!stimated for the SIC 28 and 3911 firms.

ToWever, the costs as 8 perCentage of saleS

vould be smaller because chemical sales are a
.elatively smaller portion of their total sales.

I

,’!
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In estimating the number of firms re-
quired to report by these rules, EPA started
with the firms classified as primarily pro-
ducers of SIC 28 and 2911 products. This
number was then reduced to account for

those firms within SIC 28 and 2911 who are
not manufacturers (i.e., processors ) and those

whose primary products are not covered by

TSCA (e.g., SIC 263. Drugs and SIC 2679,
Pesticides). Firms whose major products are

not in SIC 28 or 2811 but which had signifi-
cant chemical rnanufacturfng activities were
also examined and included in the analysis.
The total number of firms expected to be re-
quired to report is estimated to be approxi-
mately 5400.

This definition of small manufacturer will
exempt approximately78 percent of the firms
required to report from complete reporting
of prediction and site information. Though
the number of firms defined as small is sig-
nificant, they account for less than 5 percent
of the sales and 6 percent of employment.

EPAhas consulted with the Small Business
Administr&tion (SBA) in developing this
definition of “small manufacturer or im-
porter.” The SBA suggested that EPA define
ssa “’small manufacturer or importer” a
company with 100 employees or less. Such
a definition would exf?mpt a slightly larger
percent of ffrms; it wo@d be equivalent to

exempting companies whose total annual
sales are approximately $6.8 million. These

final rules substantially reduce ‘the burden
of reporting by requiring reporting only for

intermediates which are actually isolated
(see comment 67) and by requiring reporting
of production volumes in broad ranges (see

comment 6). Based on these changes, EPA

believes that the definition of “small manu-

facturer or importer” in these regulations is
adequate to prevent unreasonable burdens

on chemicsl manufacturers. The SBA
concurs.

Further analysis of the coats a.ssoclated

with this definition of “small manufacturer”
is contained in the report, “Analysis of 0p-

tions for Definition of Small Business and
Estimated Cost of the Initial Section 8(a)

Reporting Requirement’, prepared by
Arthur D. ‘Little, Inc. and included in the
rulemaking record.

Comment 25: Several commenters sug-
gested that EPA should define “’small manu-

facturer or importer” in terms of production

volume and total annual sales; other com-
menters suggested that the term should be

defined in terms of manufacturing sites,
number of employees, assets. or value of

sales per chemical.
Response: The Administrator considered

the utility of each of these parameters and,
as is discussed in response to comment 24,

has decided to rely on total annual sales

and production volume.
The total annual sales of a manufacturer

or importer are generally known and, there-
fore, use of this criterion would require no

additional calculations. In addition, the
value of sales gives a good indication of the

ability of the company to bear the reporting

burden. Generally the larger the sales, the
larger the staff employed by the tirm, and

the more resources the company will have
available to report to the Agency.

Production volume gives a good indication
of the potential for human and environmen-

tal exposure. Accordingly, these regulations

use this eclterion in conjunction with the
gales criterion. However, a manufacturer or

importer with total annual sales of less
than $5 million dollars only must report pro-
duction volumes for those chemical sub-

stances produce~ in quantitie~ greater than
100,000 pounds. Information on chemicals
produced in such quantities has greater value
to the Agency.

As discussed in response ta comment 24,
the Administrator had determined that a cri-

RULES AND REGULATIONS

terion on number of manufacturing sites
would have little meaning for the purposes of
this regulation. It has no relation to cost or

burden on a company and the additional in-
formation gained by EPA by including this

criterion would be minimal since very few
firms that satisfy the other criteria of the

definition would have more than one plant
site.

The number of employees of a manufactur-

er or importer may be useful a parameter
for determining the burdens /of a reporting

requirement. However, it is not as good a
measure as sales of the ability to bear the

burden of reporting. This is particularly true
since there are significant variations in dollar
sales per employee in varioussegmentsOfthe
chemical industry reflecting a substantial
difference in the abilities of various tlrms to

bear the burden of reporting. Over the en-
tire industry, annual sales per employee is

about $68,000, varying from $45,000 in SIC
2816, Inorganic Ptgment.s to over $225,000 in

SIC 2911, Petroleum Refining.

Crfterfa based on assets or value of sales
per chemical are also not included in these

regulations. The value of assets would pro-
vide an indication of the size of a firm. How-

ever, the components of total assets are com-

plex and the information is not generally
available to the public. Further, assets may

not bear any relationship to a company’s
ability to absorb these reporting costs. Value
of sales per chemical prodbced might provide

a gOod meesure of a company’s ability to
bear reporting costs; however, this criterion
would require a company to make a deter-
mination es to whether it wrw a “small man-

ufacturer or importer” wtth respect to every

chemical manufactured. Thie would be an
unnecessary burden.

Comment 26: Including a volume of pro-

duction limit as part of the definition of

“small manufacturer or importer” is con-

sistent with the Act and wiil give EPA at.

least a rough estimate of the quantities of

chemicals produced.
Response As discussed in comment 24,

ir. deternuning an appropriate defimtlon of

“smail manufacturer or importer, ” EPA con-

sidered the value of and need for this in-

formation with respect to the COSLS ta manu-

facturers and importers of submitting the
information. Production data are to be used

primarily in decisions concerning prioritiss-

tion of Agency actions and allocations of

Agency resources. Beqause of this, the

Agency’s need for the information grows as
production volume increases, thus justifying

an Increased burden to small businesses who

produce large quantities of chemical sub-

stances. EPA 1s requiring reporting of pro-

duction volumes in excesv of 100,000 pounds

from all companies. Under these final regu-

lations, reporting production volumes should

not be burdensome. especially for those sub-

stances manufactured in substantial quan-

tities.

Comment 27: EPA should define the term
“small manufacturer” without respect to

whether a manufacturer is owned or con-

trolled by another company. A manufacturer

who meets the basic criterion should be

considered a “small manufacturer, ” even if

the manufacturer’s company is owned or

controlled by snother company.

Response: The Administrator dieagrees
wfth this comment. The legislative history

of TSCA makes it clear that in considering

what manufacturers and processors qualify

as “’small manufacturers and processors, ” the

Administrator must consider whether the

company is owned or controlled by another

company and apply the factors for determin-

ing “small manufacturers or processors” to

both companies. H. Rep. No. 94-1341, 94th

COng., 2nd SeSs. 5 ( 1976).

Proce-Y90rs

Comment 28: EPA does not have tbe dis-

cretion to prevent processors of chemical

substances (including manufacturers of a
mix%re or article containing the chemical

substance ) from reporting ~or the initial

inventory.

Response: EPA interprets section 8(a) of

the statute as providing broad discretion to

determine which persons shall be subject to
any reporting rule. section 710.3 (c) pro-

vides that the processors are not subject

to the initial inventory. They may report
chemical substance not included on the

initial inventory during the reporting period

for the revised inventory.

These regulations cmovide that Dersons who–.. .
will be subject to the prem~ufa&.ure notifi-

cation requirements of seCtion 5(a) (1) (A)

of the Act are subject to the initial inven-
tory. The requirements of e#ction fi(a) ( 1 ) (A)

only apply to manufacturers and importers

of chemical substances; preceseors of chemi-

cal substances are not required to give pre-

manufacture notification on new chemical
substances. Therefore, processors are not sub-

ject to the initial inventory.

If processors were subject to the initial
, inventory, the Agency expe%s that the num-

ber of respondents would increase ten-fold.
Moreover, the Agency expects the list o.f

chemical substances reported by manufac-
turers and importers to contain over 95 per-

cent. of the chemical substances which are
manufactured or processed for a commercial
purrmse in the United States. Accordingly, by

making processors and users of chemical sub-

stances subject to only the revised inven-

tory, the Agency wfll avoid duplicative re-

porting and substantial delays in publica-

tion of the inventory. The Agency will ‘not

Drocess any reports submttted for the initial

inventor y by processors or users of chemical

substances.

Jt 1s a Drohlbited act under SSCtiOn 16 (2)

of TSCA for a perscn to use for a commer-

cial purpose a chemical substance which he

h:id rezson to know was manufactured in

violation of section 5. The Agencv hs.v an-

nou,]ced, however. that SectIon 16(2) with

respect to section 5(a) (1) (A) will not be

aooiied to Dersons who process or use a
chemical substance for a commercial pur-

Do&e until publication of the revised inven -

torv. Therefore, by reoorthlg during the re-

porti..g DeriOd for the revised inventOrY,

Processors of chemical substances will be able

to protect themselves from prosecution under
the statute.

CHEMICAL SVRS’TAIVCES MANvwACTWSSLl OR

PROCESSED FOR A COBIMESCIAL PvsFOSE

Comment 29: The definition of the term
“manufacture for a commercial purpose,”

should be modified to exclude the manufac-

ture of a chemical substance in small quan-

tities for research and development.

Response: The Administrator disagrees

with this c.mment. Chemical substances
which are .nanufactured for research and

development ‘are “manufactured for com-
mercial purposes” WI thin the meaning Of
TSCA and are appropriately included under

this definition. However, if these substances

are produced solely in rirnall quantities for

research and development they are specifi-

cally excluded from the inventory under seC-
tion 8(b), and are exempt from the pre-

manufacture notification requirements of

section 5(a) by section 5(h) (3) of the Act.

Ctimeflt 30: Commercial biological prepa-
rations such as yeasts, bacteria, and fungi

should not be considered “chemical sub-

stances” under TSCA.

Response: The Administrator disagrees
with this comment. The term chemicaf sub-

stance is defined to mean “any organic Or

inorganic substance of a particular molecu-
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occurring in nature.” This deflnit.ion doee.
not exclude life forms which may be nianu-

factured fOr commercial Purposes and noth-
ing In the legislative history would suggest
otherwke.

Exclusions TO THE DSFINXTION OF CHEMICAi
SUBSTANCES

Miztures

Comment 31: EPA should clarify that
manufacturers, not processors, have the re-
sponsibility for reporting the component
clremical substances of a mixture.

Response: EPA believes that these regu-
i&tiOIIS clarify that only manufacture= of
chemical substances must report for the

initial inventory. In fact, processors are not
subject to the initial inventory. processors,

including manufacturers of mixtures, may

report for the “revised” inventory.
Comment 32.’ Multi-nutrient “mixed fer-

tilizers’” that could have been prepared by

physically blending dry products such ss

urea, superphosphate, and potash, should be

considered mixtures, regardless of whether
they are produced by physically mixing or

by a method that involves a chemical re-

8Cti0n, such as by combining liquid am-

monium phosphate and granulating with

rwtash.
- Response: The Administrator agrees with

this comment and will consider multinutri-

ent “mixed fertilizers,, ~~ mixtures of the

ingredients being mixed.

Comment 33: “ManufWturers of alloys In-

-c7-~ding steel, glasses, ceramics, enamels,
Portland cement, and similar combinations
of chemical substances should not be re-
quired to report for the inventory.

Response: The Adminlstratir agrees with
this comment. A11oYs,inorganic glasses, ce-
ramics, frits, and cements, including Port-
land cement, are mi~t”re~ under Ts~A;
manufacturers of these products are not re-
quired to report them. However, as stated
in a note at 5 710.4(c), the exclusion of these
products applies only to the mixture and

not to the chemical substances of which the

Mixture is comprised, Thus, the metals in

the case of alloys, or oxides in the case of

gla.%ea and ceramics, and any additives or
components other than impurities, should

be included ‘on the inventory. The manu-

facturers of the metals, oxides, and additives

would be responsible for reporting them.

Comment 34: “Hydrates,s and “hydrated
ions” shoufd be considered “mixtures.,,

Response: The Administrator agrees with
this comment and has defined the term

“mixture” to include “hydrates.,> Hydrated
forma of chemical substances are accordingly

eXempt from the inventiry. The a~ydr~us
chemical substances, however, should be in-

cluded. Thus the manufacturer of hydrated

Wpper sulfate, CUSO, (H,0 ),, would report.
that anhydrous form, CUSO,, for the Inven-

tory. Aa clarified in the preamble to the

Maroh 9 regulations, this provision does not

@PPIY to tie PrOdUct of discrete chemical re-
actions in which either water or a solvent is

a reactant, e.g., water re~tiq with an es~r

to form an acid and an slcohol. Similarly,

metal hydroxMea formed by the reactions

of metal oxides with water are not con-
sidered to be hydm~s.

Comment 35: If a person combines two or

more chemical subst~ces tO pr~uce ~ -mix.
ture,” the person should be considered a
“’manufacturer of the mixture,’! not a “proc-
essor of a chemical substanu. ),

Response ; The Administrator disagrees
with this comment. A person who combines
two chemicaJ substances tO pr~uce ~ mix-

ture,” the person should be considered a
turer of the mixture), or * ‘,prwe-r Of the
chemicaf substance. ” For the purpos&~ of
these rSgUlationa, rt?gardles of how such

1

1
1

i

t
f
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a pereon is characterized, he may only re.
port during the reportiqg pericd for the re-

vised inventory.
The Agency recognizes that the Congress

in section 8(a) established a different stand-

ard for requiring reporting and retention of
information on mixtures than on chemical

substances. EPA does not intend to require

reporting on mixtures from either their

manufacurerg or processors when informa-

tion concerning the chemicai substances

which comprise the mixture is adequa~ for

the Agency’s purposes.

Comment 36: The definition of the +~rm

“mfXtnre” should be expanded tO include ( 1 )

incidental reaction pr-OCIUCtS, (2) some
chemical substances, (3) chemical sub-
stances which are the result Of a chemlcal

reaction that occurs upon use of certain

ohemical substances, such as curable plastic

or rubber molding compounds, or other sub-
StanCSa which are formed durfng the IIIanU-
facture of an article, and (4) chemical sub-

StMnCCC which OCCUr ~ the result of a

chemical reaction when specified subst~ rices

including, for example, a stabiliser, color-
ant, or antioxidant, function ss intended, or

when a chemical substance which is solely

intended to impart specific physico-chemical

characteristics, functions as intended.

Response: The Administrahr disagrees

that the substances encompassed within this

comment are “mixtures,, within tbe meaning

of TSCA. EPA believes that each of the reac-

tion products is a “chemical substance,) for

the purpcsee of TSCA and that the chemical

substance is manufactured or processed for
a commercial purpose within the meaning

of section 8 of the Act, However, in keeping

with the legislative history of the Act,

$ 710.4(d) excludes all these substances
from the inventory because they are not

manufactured for distribution in commerce

as chemical substances per se and have no

commercial purposes separate from the mix -
ture or article of which they may be a part.

In addition, they are not subject to the pre-
manufacture notification requirements of
section 5. The Administrator may in the fu-
ture impose a section 8 (a) reporting rule as

to thaw subshnces. In addition, the pro-
visions of sectiom 8(c), 8(d) and 8(e) are

aP@i=ble to these substances.
The term “mixture,, ~der TSCA hss a

meaning which is different from ItS usual

nmaning in some I_sspec@. Many com~i-
tiona commonly consider@ w & mixtur=

are “chemical substances,, rather than ‘,mlx -

tures” for purposes of these regulations.

A combination of two or more chemical
substances is itself a “chemical substance”

for purposes of these regulations unless it
falls within the specific definition of the

term “mixture.,, In general, a combination

Df two or more chemical substances is a

“mixture’) if they have been combined by

actually mixing them together.

If, however. the combination occurs in
mature, it is a “chemical substance,, and is

lot a “mixture.” If, further, the combina-
tion is prepared by a chemical reaction, it

S a “chemical substance’, and not a ‘,mix-
,ure, ” UnleSS the combination could actu-
Uly have been manufactured for commercial
mrpoaes at this time without a chemical

eaction e.g., by mixing its separate compo-

lenta with each other.

NoTE.—Hydrates and hydrated ions are
:reated separately, and are discussed in com-
nent 34.

‘esticides and Foods, Food Additives, Drugs,
Cosmetics and Devices

Comment 37: Various commenters s~ted
hat a substance should be excluded from

‘SCA if it is intended for use solely as a
lesticide, food, food additive, drug, cosmetic,

jr device,
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Response: The Administrator agrees with
these comments. Pesticides are regulated

under the Federal Insecticide, Fungicide and

Rodenticide Act (FIFRA), as amended, 7
USC 136 et seq. Feeds, food additives, drugs,

COSMetlca, and devices are regulated under

the Federal Food, Drug and Cosmetic Act

(FFDCA), 21 USC 321 et seq. If the manu-
facturing, processing, distribution, or use of
o substance is regulated under either FIFRA

or FFDCA, the substance would not be sub-

ject to regulation under TsCA insofar as it
is actually manufactured, processsd or dis-
tributed in co~erce for use as a pesticide,

food, food additive, drug, cosmetic or device.

If a substance has multiple uses only ‘some

of which are regulated under FIFRA or

FFDCA, the manufacture, processing, distri-

bution, and use of the substance for the

remaining uses would come within the ju-

risdiction of TSCA. In casea where a sub-
stance is manufactured, processed, or dis-

tributed for undifferentiated uses, the sub-

stance Wiil be presued tO be subject to

TSCA for the purposea of these regulations.

EPA recognizes that the interrelationship of

TSCA, FIFRA, and FFDCA is complex and
that jurisdictional issuea need further ex-

ploration in llght of the varioua types of
regulatory situations that may ariae and

the Congressional intent of avoiding both

dual jurisdiction a~d regulatory gaps. EPA

believes that an appropriate resolution has

been made in this particular instance.

Comment 38: A substance should be consid-

ered a pesticide at the time that an Expli-

cation for an experimental use permit or an

application for registration 4s submitted.
Response: The Administrator agrees with

this comment. If a manufacturer, processor,

or distributor of a substance expect& to re-

ceive benefit in pest control from its use, it

would be considered a pesticide within the

meaning of F~A. Submission of an applica-

tion for an experimental use permit (FIFRA)

section 5, 40 CFR, Part 172) or an applica-

tion for registration (FIFRA) section 3, 40

CFR Part 162) will be evidence that the sub-

stance is a “’pesticide” within the meaning
of FIFRA. Prior tn this stage, the substance

will be presumed to be a chemical substance

within the meaning of TSCA. Therefore, &ny

particular substance wifl first be subject to

the provisions of TEA and then, the pro-

visions of FIFRA.

Implementation of this approach will not

pose an ulwessonable burden on registrants

of pesticide products. The substance till be

considered a “chemical substance” under
TSCA at the research and development stage.

Assuming th&t the substance is only pro-
Iuced in small quantities for research and de-
velopment (as defln6ri in these rules), under

the exemption of section 6(h) (3), the TSCA

premanufacture nattflcation requirements

would not apply. The Administrator could re-

~uire that all persons engaged in experimen-
tation, research or analysis of the substance

Oe notified of any rfsk to health wh(ch may be
iasociated with the substance. This is entirely
n keeping with the purposes of TSOA.

In addition, the Administrator could take

eguiatary action on the substance under

KSCA sections 4, 6 or 7, and couid require

.eporting under section 8 (a) ( 1 ) (B). The
igcincy recognizes the ‘hnportance of research

UId development and doea not intend to irn-

)ede such innovation unnecessarily. Chemi-

:als in the research and development stage
,re generally handied by technically qualified -

Iersons and only In small quantities. Accord-

ingly, although the Agency may take regula-
ory action (including labelling and disposal

equirements) in “order to regulate inad-
vertent rnfshandling of research chemicals

by an untrained person and inadvertent ex-
,osure to the environment of the research

heroical, submission of test data and exten.

ive regulation of the uses of the substance
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would normally be limited to situations m-

revolving significant exposure. In the case of a
research chemical which becomes a pesticide,
these latter are~ of concern would be ad-

dressed under FIFRA.
Cornmcott 39: Various cornrnenters main-

tained that raw materials, intermediates, and
inert ingredients produced or used in the

manufacture of a pestictde should be con-
sidered “pesticides,, and excluded from regu-

lation under TSCA. Other comment.ers argued
that raw matertal.v and inter-mediates pro-

duced or used in the manufacture of a pesti-

cide are not ,,pe$ticide~,,s are not cover~

under FIFRA, and should be regulated under

‘IWCA.
Response: The Administrator agrees that

raw materials, intermediates and inert in-

gredients produced or used in the manufac-

ture of a pesticide are substances or mixtures

which can be regulated under TSCA.

In order to & con.ndered a pesticide, a sub-

stance must be intended for use as a pesti-
cide. Raw materials, intermediates, and inert

lngredienk produced or used in the manu-

facture of a pesticide are not themselves reg-
U]ated under FfFRA ( unless they happen ~
be pesticides themselves) and, therefore. are

subject to TSCA. .~e pesticide regulations
at 40 CFR 162.4 are wmslstent unth this view.

A manufacturing use product is considered a

pesticide, (40 CFR 162.4(b) (3) ) ; an inter-
mediate substance intended for the produc-

tion of a pesticide p~uct by chemlcal ~eac-

tfon with other substance is not con.sldered

r’. pesticide, (40 CFR 162,4(c) (6) ).
The legislative history of TS(X alSO SUp-

ports this view. TSCA was enacted to pro-

vide PrOteCtiOn from harmful chemica]~
where legal authority was previously inad-

equate, cumbersome or Inefficient. Congress

intended to avoid the possibility that the

risks frOm a chemical would not & subj~t

to regulation. S. Rep. No. 94-698, S4 th Cong ,

2d Sess. 5 ( 1976). H. Rep. No. 94–134:, tl’lch
Cong., 2d Sess. 6 (1976). In addition, &na-

tor Allen of the Senate Committee on Agri-
culture and Forestry in attemptmg to con-

form the language of TSCA tO that Of F~~fiA

specifically addressed the interface ketween

FIFRA and TSCA s~thg: ‘,* ● * any ~heml-

cal or toxic substance would first be subject

to the provisions of ( TSCA ) and yet when lt

becomes a com~nent of a p~ticide, It would

be subject to FIFRA. In many instances the

manufacturer and registrant of the compo-
nent is also the manufacturer and registrant

Of the pesticide.” Committee cm Interstate
and Foreign Commerce. 94th Cong , 2d Sess,.

Legislative History- of the Toxic Substances

Control Act 232 ( 1976) A raw .nmterial, inter-
mediate, or inert ingredient which is not

itSelf a pesticide wou!d, accordir.gly, be ~
chemical substance within the jurisdiction of

TSCA; it would come within the jurisdiction

of FIFRA when it becomes a component of

a pesticide product.
The manufacturer, processor, or distrlbu -

tor of the chemicalmubstance who does not

also manufacture, process or distribute a pest]-

tide product will not be subject to the dual

jurisdiction of TSCA and FIFRA. That per-

son will only be subject to TSCA. TP.e manu-

facturer, prOceSSOr, and distribubr of the
raw material, intermediate, or inert ingred-

ient who also manufactures the pesticide

product will be subject to the jurlsdlctlon of

both acts. TSCA aild its legislative history
contemplates this, and EPA has no discretion

to reach a different result since a raw mate-
rial, intermediate, or inert ingredient (which

is not itself a pesticide) canrmt be regulated

under FTFRA until it becomes a component
of a pesticide product. As a matter of policy,
however, EPA does not intend to impose
duplicative requirements on these sub-
stances.

RULES AND REGULATIONS

Co?nment 40: A substance should be con- se?. rch and development’, even tf they are dis -
sidered a fwd, food additive, drug, cosmetic tributed in commerce.
or device at the time that the Food and Comment 44.’ Numerical limits should be
Drug Administration (FDA ) regulates the %cluded in the definition of mall quantities

substance. for research and development. -
Response: The Administrator agrees wit% Response: The AdminLetra@r considered

this comment. As soon as the FDA refrulates

a PrOduct, iti manufacture, procesmng, or
distribution in commerce solely for a FDA

regulated use will be excluded from the juris-
diction of TSCA. The FDA gives as examples

of such points in time: when an application

for exemption for an investigational use of

a new drug 1s submitted ( FF’DCA 505 (a):

21 CFR Part 312); when an application for
exemption for investigational use of a new

anhnsl drug ts submitted (FFDCA 512(a);
21 CFR Part 511); and when an application

for exemption for investigational use of a

device is submitted (FFDCA 520(g); 21

CFR Part 812, as proposed, 41 FR 35282,
Aum]st 20, 1976).~. .

Comment 41; Intermediates and catalysts
Intended solely for use in the production of a

food, food additive, drug, cosmetic, or device
are excluded from regulation under TSCA.

Response: The Administrabr agrees with
this comment. The definitions of the FFDCA
provide that chemical substances which are

intended for usc as a component of a food,

food additive, drug, cosmetic, or device are

encompassed within the meaning of such
terms, respectively. The FDA considers in-

termediates and catalysts to be such compo-
nents. Therefore, they are subject to regula-
tion under the FFDCA. Any such substance

is excluded from regulation under TSCA in-

sofar as it is actually manufactured proc-

e?sed or distributed in commerce solely for

use in the production of a food, food additive,
drug, cosmetic or device.

Comment 42: Subs@nces which are ap-

proved for use by the Fcmd and Drug Admin-

]stratlon as foods*or food additives, should

be excluded from further regulation under
‘r.SCA even when Ilsed for. c~mrnercial ( IIon-
focxi ) uses.

Response. AS discussed jn reSpOXISeto COm-
ment 37, if a substance has multiple uses
only some of which are reg~]ated under the

FFDCA. the manufacturing, processing, dis-
tribution, and use of tbe substance for the

remanung uses comes within the jurisdiction

of T?3cA. Under these regulations, that sub-

stance should be reported for the inventory.
EPA does not intend to impose duplicative

requirements on manufacturers and proces- ‘
sors subject to regulation under another

Federrd authority. Accordingly, EPA will con-

sult with FDA or any other Federal agency,
as appropriate, prior to taking regulatory
action on substances which are also regulated

under other authorities.

CHEM:CAL SUBSTAFJCJIS EXCLIJDED FROM THE

INvEh.TOIty

Small Quantities jor Eesearch and
Development

Comrnerrt 43: The exemption for ,Ismall

a uantlt,les for research and development,”

should Include small quantities used for

quality control testing and for ffevelopment
of a chemical substance or product.

Response: The Administrator agrees, in

part, with this comment. Chemicals used for

qua!lty control testing and for the develop-
ment of a product are considered “’small

quantities for research and development,, if
they fall within the definition provided in

5 71 O.2(Y). SpeclficaHy, they must be manu-
factured or processed in quantities no greater

than reasonably nece.w,ary for such purposes

and, after p-ublication of the revised inven-
tory. they must be users by, or directly under

the supermsion of “’technically qualified in-

dividual (s) ,“ a term defined in $710.2 (aa).

Substances can be “small quantities for re-
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establishing upper limits for small quantities
for research and development and found that

different values rmght han to be assigned

for various groups of substances dependtng

upon their physicsl/chemical characteristic

and intended uses. For example, many plss-

tics and fibers are commonly produced in

100,000 pound quantities during the develop-

mental phase, while additives or minor use

substances may be manufactured in a few

thOusand pOUndS or less40r research and de-
velopment purposes. After compilation of the

inventory, the Agency wt!l consider develop-

ing a schedule of quantities h define small

quantities for different chemical substances

and different purposes.

For these reporting requirements, however,
EPA will in large part rely on the qualita-

tive test contained in the definition at ! 710.-

2(Y). In response to this comment, as pro-

vided in a note to the de flnitfon, if a sub-

stance is manufactured or imported in

quantities of leas than one thousand pounds,

annually, it will be presumed to be for re-

search and development purposes. If a man-

ufacturer wishes to report for inclusion on

the 1nventory a chemical substance which iS
manufactured for commercial purposes in

quantities of less than rme thousand pounds,
annually, he must be able to certify tint the

substance is used for ~~rpoeca other than for
res+%rch and development. After the publi-

cation of the revised inventory, in order tg

qllalify as a ‘d-all quantity for r~h Or

development,” these quant.itiee must be used
by, or directly under che supervision of, a
tecimmally qualified md:viduas.

Comment 45: The exemption for “small

quantities” should not extend to research or

analysls of chemical substances for the de-

velopment of a product. The exemption

should apply only to research in a laboratory

and not to situat)om where production
workers are exposed.

Response: The Administrator disagrees

with this comment. The legisla~ive history

of the Act makee clear that Congress in-

tended the exemption for “small quantities”

to extend to chemical substances in the de-

velopmental period and not only to research

chemicals in a laboratory. H.R. Rep. No. 94-

1341, 94th Cong:, 2d SeSS. 29--30 ( 1976). The

Coneress corrtemplatid that during the re-

Seach and development phase, a chemical

substance would be within the control of

technically qualified individwls who would

e umeciate the risks from exposure to the
substrmce and be able to minimize such risks.

The regulations provide that a compound will

onlv qualify for the “’small quantities” ex -

emntion if it is used by, or direct]y under the

Slluervision of, technically qualified indi-

vidual (a) . The Agency expects this require-

ment to Drovide workers in the development

Of a DrOduct the same protections M workers

in the laboratory. In addition, section 5(h)

(3) Of the Act sDecttically provides that in

order for a substance ‘Q be exempted from

the requirements of premanufacture nOtill-
Cation, all persons handling the chemical

substance for the manufacturer or proces-

sor must be notirled of any risk to heaith

which the manufacturer, pm-or or tbe

Administrator ha?, reason b believe may be

associated with it.
Comment 46: The exemption for “small

quantities” should not extend to chemical
substances distributed in commerce.

Response: The Adrninistratir disagreeS

with this comment. @ngress r~ognimd that

23, 1977
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~ manufactwer may not be able to evaluate

fully a pOWntial product in house. so l~g
~ the research and evaluation of the sub-

stance is cOnductid by or under the direct

supervlsiOn Of Persons technically qualified
to analyze and eValUati the physical, chemi-
cal, and performance characteristics of the
~ub~tance, the Congress intended the ex-

emption”ti applY. H.R. Rep. No. 94-1341, 94th
Cong., 2d Sess. 30 ~1976)

Comment 47: After the effective date of

the premanUfacture notification require-

ments, EpA shOuld require all research and

development chemicals to be labeled rather
than require a “certification of use” state-

ment by a customer upon each sale.

Response: The Agency recognizes that it

may be unnecessarily burdensome to require

customers to certify upon each sale (or even
annually) that the chemical substances

they purch=e are for research and develop-
ment only. EPA is considering imposing a

labeling requirement On all research and de-
velopment chemicals (such as “For Research

And Development use Only”) and requiring
distributors Of such chemicals to include
statements in their catalogs and sales liter-
ature detailing the restrictions on use.

Comment 48: EF’Ashould clarify the re-
sponsibilities under these regulations of per-
sons who manufacture or import chemical
substances sOlelYin smallquantities for re-
search and development.

Response: Chemical substances manufac-
tured, imported, or processed solely in
small quantities for research and develop-
ment as defined at S‘7102(Y) are excluded
from reporting for tbe inventory under
571O.4(C)(3). As discussed above, if a per-
son manufactures or imports a chemical
substance in quantities of less than one
thousand pounds annually, the substance
k presumed to be for research and develop-
ment. In such a case, in order to report the
substance a manufacturer m importer must
be able @ certify that the substance !s being
used for purposes other than research and
development.

With respect to auantities greater than
one thousand pounds, manufacturers and
importers are not required to obtain certi-
fication from their customers concerning
the intended use of such chemicals. How-
ever, unless a manufacturer or importer
knows that a customer is using a chemical
substance for other than research purposes,

he should not report that chemical sub-

stance. The special reporting period after

publication of the initial inventory is ex-

Dressly to provide an opportunity for people
to supplement the initial inventory with

chemical substances which are manufactured
or processed for commercial purposes but

which were not reported by manufacturers
or importers, The customers of a company

selling primarily research chemical sub-

stances could report any chemical substance

that belongs on the inventory at that time.

Comment 49: The provision that small

quantities for research and development

must be used ,b y. or directly under the

supervision of a technically qualified indi-

vidual, should be deleted,

Response: The Administrator dtaagrees

with this comment. As discussed in response

to comments 43, 44, 45, and 48 above. Con-

gress clearly intended research and develop-

ment chemicals, that are exempted from the
inventory and from premanufacture notifi-

cation requirements, ro be used only by, or

under the supervision of technically quali-

fied individuals.

Comment 50: Professional certification

should be added as a factor which would

establish that a person is “technically quali-

fied.”

Response: EPA believes that this fa.qtor is

already included in the definition of tech-

RULES AND REGULATIONS

nically qualifled individual. EPA presumes

that professional certification would be

based on the education, training, or experi-

ence of the individual. Accordingly, it would

be redundant to include professional certi-

fication es a separate factor. Persons could

cite their professional qualifications as evi-

dence of being a “technically qualitled indi-

vidual.”
Comment 51.’ Can the responsibilities in-

cluded within the definition of “technically
gualifled individual” be delegated to more

than one person?

Response: The Agenqy recognizes that

some manufacturers may designate an indi-

vidual other than the person actually con-

ducting or directly supervising the research
or development as the person responsible for

making safety assessments and clearances

with respect to the procurement, storage,

use, and disposal of the chemical substance.

Such responsibilities can be delegated, so

long as all phases of the research and devel-
opment of a product are conducted, or di-

rectly supervised by a person who because of

his education, training, or experience, or a

combination of these factors, is capable of

appreciating the health and envmonmental
risks associated with the chemical substance.

For example, one person may be respon-

sible for analyzing the properties of a chem-

ical substance used as a glue to back a rug,

while a second person may have respon-

sibility for determining how to dispose of

the rug samples that contain the experi-

mental glue. Similarly, there may be a duly

authorized individual responsible for pro-

curement of research chemical substances

who is different from the technically quall-

fied individuals who conduct the experi-

ments with those chemical substances. So

long es each of these persons is professionally
aualifled, the “technically qualified indivi-

dual” definition will be fulfllled.

Byproducts

Comment 52: All byproducts should be re-

quired to be reported for the inventory.

Response: The Administrator disagrees

wtth this comment. As a matter of policy,

the Agency has decided that byproducts

which have no commercial purpose should

not be reported for the inventory. And, as is

discussed in response to comment 54, by-

products which have some commercial value

are not required to be reported for the in-

ventory. Insofar as these wastes are hazard-

ous, EPA intends to require reporting of them

under the Re-sourm Conservation and Re-

covery Act (Pub. L. 94–580) next spring, or

under TSCA section 8 (a) (2) during subse-

o.uent phases of reporting. Moreover, the pro-

visions of TSCA sections 8(c), 8(d), and 8(e)

are applicable to byproducts and the Agency

will use the authorities of TSCA sections 4,

6, and 7 to prevent and reduce any unreason-

able risks posed by byproducts.
Comrn-ent 53: The definition of byproduct

in the March 9, 1977, proposal is confusing.

Chemical substances formed as a result of
secondary chemical reactions, including those

that cccur uuon end-use or in storage, are

not “byproducts.”

Response: EPA recognizes that the defi-

nition of byproduct in the March 9 proposal

was confusing. The August 2 proposal and
these final regulations (3 710.2(g) ) have re-
defined “byproduct” to include only those

chemical substances produced without sepa-
rate commercial intent during the manufac-

ture or processing of other chemical sub-

stances or mixtures.
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94–698, 94th Cong. 2d Sess. 19 ( 1978). Ac-

cordingly, section 710.4 (d) (2) of these regu-

lations excludes these substances from these

reauiremenks.
Comment 54: Should slags which have

some commercial value and that are by-
products in the manufacture of another sub-

stance be reported for the inventory?

Response: Section 710.4 (d) (2) of these

regulations-provides that byproducts that

have some specific kinds of commercial value

may be reported for the inventory, although

there is no requirement that they be so re-
ported. Byproducts that have no commer-
cial value may not be reported for the in-

ventory.

Comment 55: Persons who. extr~t cOm-
ponent chemical substances from byproducts

should not be required to report those chemi-
cal substances.

Response: The Administrator agrees with

this c-ent. Persons who recover chemical
substances from byproducts of the manufac-

ture or processing of other chemical sub-

stances, mixtures, or articles would be proc-

essors of the chemical substances and need
not report for the inventory. There is no

requirement that these persons report any

chemical substance which is extracted or
separated from a byproduct, including by

means of heat or a chemical reaction, if the

chemical substance that la recovered is

actually present in the byproduct or was an

intermediate used in the manufacture of

the byproduct, and if also, to the best of

the knowledge of the person recovering the

substance, the manufacturer of the sub-
stance is reporting the substance for inclu-

sion on the inventory.

Articles

Comment 56: Can articles be reported for
the inventory?

Response: Articles as defined at !+~10.2(f )
will not be included on the inventory. The

inventory is a list of chemical substances

manufactured or processed for a commercial

purpose in the United States. Chemical sub-
stances of which articles are comprised can,

however. be reported for the inventory.

Comment 57: What are the reporting re-

quirements with respect to manufactured

items containing fluids or particles?

Response: The definition of “artlCle” at

$710.2 excludes fluids and particles regard-

less of shape or design. Accofiingly, all fluids
and uarticles will either be a “mixture” Or
“che&ical substance” for the purposes Of

TSCA. Any fluid or particle which is a chemi-

cal substance should be reported for the in-

ventory. See also respome to cOmment 21.
Comment 58: The definition of “’=ticle”

should be modified to include praducts such
as films and batteries wh’ich undergo chem-
ical changesduring their end uses.

Respense: The Administrator agrees wEth
this comment and has amended clause 3 of
the definition to include within the mean-

ing of “article” a manufactured item “which

either has no change of chemtcal composi-

tion during lts end-use or only those changes
in composition which have no commercial

purpose separate from the article of which

it is a part and that may occur as de-

scribed in 5 710.4(d) (5) .“ The provfaion in
$710.4 1s an exolusion for chemical sub-

stances which are the result of reactions

that may occur upon end-use of other chem-

ical substances, mixtures, or articles. Under

this revised approach, batteries, photographic

films, matihee, flares, ablative nose cones,

brake linings, and other such products are

The legislative history of TSCA makes considered “articles””

clear that these secondary chemical sub- Comment 59: Fibers, fllamenta, and whis-

Gtances are not to be subject to the inventory kers should be considered articles.

and premanufacture notification rea uire-”’ Response: As defined in 5 ‘71O.2 (f ), fibrous

ments because they are not” manufac~ured materials may be considered articles if (1)

for commercial purposes per se. S. Rep. No. their end-use functions depend in whole or
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in part upon their shape or design and (2)
they are functional in their end-use with-
out a change of chemical composition ex-
cept for changes that have no commercial
purpese separate from the artioles of which
they are a part. If a per80nshapes a chemical
eubstince into a filament or fiber, he would
be a processor of that substance. The chem-
ical substance would be reportable by the
manufacturer. The filament or tlber or whis-
ker would be an article and could not be

reported. However, if that fibrous material
was intended to be used as an intermediate

in the manufacture of another chemical
substance, it would not be - considered &n

article. It would be considered a chemical

eubstance (or mixture). Partioles are not

articles whether they are round or asym-

metric. If E whisker or other fibrous mate-

rial may be used as a particle in its subse-
quent processing, it would not be considered

an article.

Comment 60: Chemical substances used in
the finishing process of an article should not
be exciuded from the inventory. Dyes and
fire retardants are two examples of sub-
stances which ehoufd be reported.

Response: The Administrator agrees with

this comment. There has been some con-

fusion over the intent of the exclusion in

5710.5(d) (6) of these regulations. The ex -

mlusion is for chemical substances that are

not manufactured for distribution in com-

merce as chemicaf substances per se and

have no commercial purpose separate from

the mixture or article” of which they may

be part.
Dyes and fire retardants are chemical sub.

stances, manufactured for distribution in

commerce ES chemical substances, and there-

fore do have a separate commercial pur-

pose. These substances should be reporte~

by their manufacturers for inclusion on the
inventory. The exclusion in 5 710.4(d) (6) is

for chemical sulwtancee formed when the

dye or fire retardant reacts with fibers of a

garment or other article upon end-use of

those substances by a pwessor. These reac-

tion products must not be reported.

Impuritie8

Comment 61’: Chemical substances should

be listed on the inventory with respect to
~heir impurities.

Response: The Administrator disagrees
with this comment. The Agency has de-
termined that as a matter of pOliCy, this

first inventory should not distinguish among

cliemicaf substances which are identical ex-
cept with respect to their impurities. The

Agency recognizes the potential hazards of

some impurities and intends to use the al-

ternative authorities of sectiOns 4, 6, 7, and

8 to prevent and reduce any unres.sonable
risks poeed by impurities. In addition, in

the future EPA may revise the inventory to
take impurities of a chemical substance

into account,

CHEMICAL SUBSTANCES INCLUDkXI IN THE

INVENTORY

Comment 62: Since customer demand runs
in cycles, some provision should be m,ade to

allow companies to report chemical sub-
stances which they manufactured for a com-

mercial purpose more than three years ago
and plan to produce again.

Response. The Administrator agrees in part
with this comment. Section 8(b) of ~CA

provides that a chemical substance may not

be included on the inventory i~ it was not
manufactured or processed within three years
before the effective date of these regulations.

Accordingly, $ 710.3(a) (3) (ii) of these reg-
ulations, provides that if a person manuf ac -‘
turecl a substance for a commercial purpose

before January I, 1975, he may still report

. RULES AND REGULATIONS

the substance for the inventory if he certi-

fies that the substance was p-essed after
January 1, 1975. If a manuf scturer neither
manufactured a chemical substance nor can
certify that the substance was processed

within the pest three years, he may not re-
port the sub8tance for the inventory, even if

he plans to produce it again in the future.
If the substance is not reported for the in-

ventory by the manufacturer or by another
manufacturer or processor, manufacturers
will have to submit premanufacture notifica-
tion on the substance 90 days before manu-

facturing it again.
Comment 63.’ Manufactures should be

able to report chemical substances manu-
f actured since July 1, 1974, as provided in
the March 9, 1977, proposal.

Response: The Administrator disagrees

with this comment. The July -1, 1974, date
was included in the March 9, 1977, pro-

posal on the assumption that final inventory
reporting rules would be promulgated by

July i977. Section 8(b) of ‘TWA clearly pro-

vides that the inventory may not include any
chemical substance which WR8 not manufac-
tured or processed within 3 yeare of the ef-
fective date of these rule8. As discueaed in re-

sponse to comment 82, a manufacturer may
report a substance for the inventory if it was

manufactured before January 1, 1976, so long
as it was processed after January 1, 1975.

Test Marketing

Comment 64: The Administrator has no
authority to exclude chemical substance
presently undergoing test marketing from the

initial inventorv.

Response: Any chemical substance which
is manufactured or imported for test mar-

keting purposes is eligible for inclusion on

the inventory. This is made clear by the defi-
nition of the term “manufacture or impert
‘for commercial purposes’ “ at 5 71 O.2(P). Af-

ter the effective date of the premsnufacture
notification requirement of 8eeti0n 5(a) ( 1 )
(A), a manufacturer may not test market a
new chemical substsmce without first either

providing the premanufacture notification

rsquired by that section or obtaining an
exemption from the requirement under eec-

tion 5(h) (1) of the Act.
Comment 65: The crftfcal factor in dis-

tinguishing the “development phase” of a
product from its “test marketing” phase is
that the latter phase contemplates a sale. The
word “sale” must be included iA the defini-

tion of “test marketing” because accepted

and ordinary usage of the phrase involves the
Sale Of a prOdUCt UDder pra~tlCal Competitive

conditions.
Respome: The Administrator does nOt

agree with this comment. E?+de of a product

does not always distinguish its development
phase from its test marketing phase. The

Congress itself recognized that “the fact that

the other industrial user may pay the costs

for the substance dOe8 not neCeS%rily signal
the end of the development period.” H.R.

Rep. No. 94–1341, 94th Cong., 2d Sess. 30

(1976).

For the purposes of these regulations, re-
search and development activity will be

differentiated from test marketing primarily
by the greater degree of control maintained

by the manufacturer and the greater techni-

cal qualitlcatione of those handling and

supervising the uxe of the substance during
the research and development phsee. Distri -

bution of the product during tbe test mar-

keting phase generally removes the product,

its use, and its disposal from the direct
silpervision of the manufacturer. (See re-

sponse to comments 43-51. )

Comment 66.’ EPA should place restrictions
on both the population and geography which

may be exposed to products in test market-

ing and should require labeling of products

to indicate potential hazards.
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Response: The Administrator hae author-
ity under section 5(h) ( 1 ) to imp@se such

restrictions on test marketing of a chemi-

cal substance as are necessary prior to ex-

empting the chemical from the premanufac-

ture notification requirements. In addition,
the Administrator will use the authorities of

sections 4, 6, and 7 of the Act to prevent

unreasonable ricks to man and the environ-
ment.

Intermediates

Comment 67.’ The term “intermediate”
should exclude intermediatesthat are merely
“isolatable”, and are never encountered in
the environment. ‘l%e identification of these
intermediates will often require highly
trained. chemfets and will significantly in-
crease the costs of complyfn?j with the re-
porting requirements.

Response: The Administrator agrees wfth
this comment and the definition of ‘interm-
ediate” at $710.2(n) has been amended
accordingly. Chemical substances which are
not removed from the equipment in which
they are manufactured are not considered
‘“intermediates” for the purpeses of these
regulations and are excludedfrom the inven-
tory by $710.5(d) (8). EPAwill require noti-
fication under section 5 for any chemical

substance which is not on the inventory and

which, after the date of the premanufacture

notification requirements, is isolated, or in-

tentionally removed from the equipment in

which it was manufactured. A manufacturer

may, however, apply for an exemption from

this requirement under section 5(h) (5) if the
intermediate exists temporarily and there is

no, and will not be any, human or environ-

mental exposure. Chemical substances ex-
cluded from the inventory by 5 710.4(d) (8)

are considered to be manufactured or proc-

essed for a commercial purpcBe for the pur-
poses of section 8 of the Act.

Comment 68.’ The deilnition of “inter-

mediate” in the March 9, 1977 proposed regu-

lations is more descriptive of an “impurity.”

An “intermediate” should refer to a chemi-
cal substance that is both created and

totally consumed during the chemical re-

action process. This description would pro-

vide a meaningful distinction between an
“intermediate,” a “byproduct,” and Rn

“impurity.”

Response: The Administrator agrees in
part with this comment and has substan-

tially revised the definition of “intermedi-

ate.” The purpose of the deflnitiona under

these regulations is to clarify which chemi-

cal substances are included and which are

excluded from the inventory. The Adminis-

trator does not agree that the term “inter-

mediate” should be restricted to chemical

substances that are totally consumed in

chemical reaction processes. A chemical sub-
stance may be an intermediate and also ap-
pear later as a byproduct or as an impurity.

In such circumstances, the substance should
be reported for the inventory.

Under these definitions, the essential dif-

ference between a byproduct and an inter-

mediate is that the intermediate is con-

sumed, in whoie or !n part, in a chemical

reaction used for the in*h?ntional manufac-
ture of other chemical substances, or is in-

tentionally present for the purpose of alter-

ing the rate of such reaction(s). A byprod-

uct may be formed and then consumed in
whole or in part during the reaction se-
quence but is not sn “intermediate” unless

it is consumed in whole or in part in chem-

ical reactions used for the intentional man-
ufacture of other chemical substances or is

intended to alter the rate of such reactions.
Impurities are defined as chemical sub-

stances which are unintentionally present

with another chemical substance. While in-
termediates often appear as trace impurities

in a final prod-~ct, they are in general dis-
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tinguished from impurities in that they
serve an in ten tional purpose in a reaction

sequence.
Comment 69: Chain transfer agenta or

cross llnking agents used in the manufac-

t;~i~&~lymerS should be considered inter-

Response: The Administra@r agrees with
this comment. Cross linking agents and
chain transfer agents which are used fn the
manufacture of polymers are considered to

be processed for commercial purposes and
should be included on the inventory. The

processor who buys such substances for use

in the manufacture of polymers need not

report such substances. However, he Should

ensure that the substances are included on

the initial inventory or report these sub-

stances during the special repnrting period
for the revised inventory.

Section 710.5 (c) requires listing in the

description of a polymer at least those mon-
omers used at greater than two percent (by

weight ) in the manufacture of the polymer.
In a similar fash]on, a manufacturer would

list, as part of the polymer description, those

cross lmkmg, chain transfer and other re-

active agents which are present at greater

than two percent (by weight ) fn the manu-
facture of the polymer. Additives such as

plasticizers and emulsifiers which are only

entrained in the polymer are considered to
be components of a mixture and should not
be considered to be components of the poly-

mer. See response to comments 77-f32 on
reporting of polymers.

Comment 70: In the manufacture of poly-
mers. there are hterally thousands of inter-
mediates deliberately present in the reaction
sequence. The process may be interrupted,
occasionally. for examination and testing, at

which point chemically reacted substances

are removed. Such substances should not be

considered “lntermed]ates- for the purposes

of these regulations and should not be re-
ported for the inventory.

Response: The Admlnistratir agrees, in

part, with this comment. If a chemical sub-
stance satisfies the definition of “interme-

diate”’ at $7102 (n) of these regulations, fer

the purposes of these regulations, it is an

intermediate. However, an intermediate may

also fall within the exclusion from these

regulations at $ 71 O.4(C) (3) for “small quan-
tities for research and development.,, If an

“’intermediate,, is a “small quantity for re-
search and development’, it is excluded from

the inventory, Hence the removal of smalf

quantities of a chemical substance from the

equipment in which it was manufactured

does not make that chemical substance a
reportable .<lntermed]ate., if the amOunt ~-

moved IS used solely for testing or research

purposes described in 5710.2 (y).

Comment 71: The inclusion of “’intention-
ally present catalysts’, under the definition of

intermediates in the March 9 proposal is

confusing.

Respon”se: The Administmtir agrees with

this comment and has revised tbe term “in-

termediate” at $ 710.2(n) to include “any
chemical subst&ce which ia intentially pres-

ent for the purpose of altering the rate of
( SUch ) chemi@ reaction (s) .,,~fa definition

of the term “intermediate” is consistent with
common usage. It considers “catslys@’, as

‘“intermediates,,.

Naturally occurting s~b.qtance~

COm~fit 72: Which of the following sub-
stances would be cnnsfdered “naturally oc-

currfng substances,,, and therwfore be ex.
eluded from the reporting requirement:
natural latex; .’natural rubber”; e~ymes;
and calcinated clays?

Respon%: The natural latex obtained from

certain trees M considered 8 naturally cw-

curring substance. However, the Watural
rubber” which is formed after chemical co-

RULES AND REGULATIONS

asulants are added to the latex would ~lot
be considered in the dategory of ‘“naturally

orxurring substances,,. Thus, Importers of
“natural rubber, ) must report under these
regulations. Enzymes are not mciuded in this

category unless they were extracted from na-

ture only by the means descr!bed m $710.4

(b). And, calcinated clays which are formed

by heating naturally occurring clay are not

included in this category because such heat-
ing is not done solely to remove water.

Comment 73: The category of ,<natural]y
occurring substances,, should & eXpanded

to include those substances which are ex-
tracted from other naturally occurring sub-

stances using any solvent, not just water.

Response: The Admm istrator disagrees
with this conunent. EPA has decided that

the category should contim cmiy those sub-
St.SnOes which are removed from nature es-

sentially by natural means. IJsmg wa@. m
extract a chemical substance from a nat-

urally occurring substance is considered a

natural meana of removal. Using other sol-

vents is not caxndered a natural means of
removal.

Comment 74. The category for naturally

OCCUITfng substances should ,nclude sub-

stances that are processed by electrostatic

fneans.
Response: The Adminlstratir agrees with

this comment. In an electrostatic separation,
Small particlea are removed from a liqtud

or gas stream. The process is essentially
analogous to a filtration or gravitational

separation. Substances which are processed
by this meana fall w]tbm the naturally oc-

curring substances category.
Comment 75: HOW does EPA intend to

regulate naturally occurring cheml~al sub-

stances which may be harmful’r

Response: The Agency w]ll use the au-

thorities contained In section 8(a) of the

statute to require reporting on a selective

basis from manufacturers and processors of

naturally occurring chemical substances. In
addition, the Agency will use the authorities

of sections 4, 6, and 7 of TSCA to ldentlfy and

regulate any unreasonable risks to health or

the environment presented by naturally OC-

curring chemical substances,

nuvm.rroay REPORTING PrOCedUreS

Comment 76: EPA should form a group

which can help industry answer specltic ques-

tions concerning filling out the reporting
forms. Responses should be available within

10 days and signed by an authorized indi-

vidual.

Response: The Office of Industry Assist-

ance in the Office of Toxic Substances and

the staffs of the Agency’s Regional offices will

be prepared to answer specific questions con-

cerning the inventory reporting require-
ments. EPA will make every effort to respond

to inquiries se quickly as possible.

Reporting of Polymers

Comment 77: Polymers should be required

to be identified wfth respect to their con-

stituent monomers present at greater than

two percent. with the option of reporting

those monomers present at less than two per-

cent. All monomers us&d in the manufmture

of the polymer should be reported for the

inventory.

Response: The Administrator agrees with

this comment. Section 710.5 (c) of the regu-

lations is written to accomplish this result.
Comment 78: Some commenters argued

that polymers should be required to be Iden.

titled with respect to the constituent mono-

mers present at greater than five percent.

Other commenters argued that every ccm-

stituent monomer of a polymer should be

reported.

Response: The Administrator disagrees

with these commehts. In the interest of hav-
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i.ng an inventory that accurately reflects the

identities of the polymers in commerce,. EPA

feit that requiring reporting of only those
constituent monomers present at five” per-

cent or greater would be unsatisfactory. On

the other hand, since every monomer must

be identified on the inventory even though

not reported as part of a specific polymer,

EPA di~ not believe it was essential to re-

quire reporting of each polymer with respect

to all of its constituent monomers. More-

over, EPA recognizes important advantages

in requiring manufacturers of polymers to

identify only those monomers present at two
percent or more.

First, the principal identities of many

polymers that might have been claimed to be
confidential if required to be fully disclosed

will be included on the inventory. Further,
it is sometimes difficult to distinguish what

chemical substances present at less than two
percent in a pnl ymer WOU! t be appropriately

considered a reportable monomer or merely
an impurity. Finally. small variations among

polymers due to minor process changes, for
example, will not be subject h premanufac-

ture notification provided, the polymer does

not contain a new chemical substance.
EPA recognizes that for the purpose of

evaluating potential tax :city, the proposed

description of polymers is insufficient. EPA

intends to obtain -detailed information with
respect to specific classes of polymers under
section 8(a). In addition, EPA will consider

possible refinement of descriptions of poly-

mers for purposes of the inventory in the
future. However, because pot&tiaf toxicity

may be dependent on properties such as

volubility, molecular weight distribution, and
crystallinity, it is unlikely that even with

further revisions, the listing of monomers
would be sufficient to indicate the relative

potential toxicity of the polymers.
Finally, these regulations do not exempt

from the inventory any chemical substance

which is manufactured for commercial pur-

poses as a monomer, regardless of its per-
centage use in the manufacture of polymers.
Additives which are not int.@nded to be part

of polymeric chemical substances should not
be reported as part of the description of

polymers, but should be included separately
on the inventory as chemical substances.

Comment 79: Some numerical molecular

weight should be determined for purposea
of distinguishing reactive and relatively non-
reactive polymers and copolymers. Above a

certain specified molecular weight, relatively
non-reactive polymers should not be listed

individually, but only the monomers that

COMpriSe these p-ol ymera in variOus combina-
tions should be ~isted. Below that weight,

each polyme~ or copolymer should be listed
separately with respect to its constituent

monomers.

Response: The Administrator believes that

such an approach shonld be investigated.
While it is not feasible to adopt such an ap-

proach for the present inventory, MA may
revise the inventory accordingly once sn ap-

propriate test method is adopted to ensure

consistency in measuring pcdymer weights.

Comment .XO: Any chemical substance

known as a polymer should be excluded from

the inventory, provided that each constituent
monomer and precursor chemical is reported.

Response: The Adrninist~tor does not

awe with the propoeaf to exclude reporting
of all polymers,EPAdoes recognise,however,
that non–volatile or inert polymers above
some psrticulrir average molecular weight
could perhaps be handled differently. As
mentioned in response to comment 79 above,
EPA intends to investigate distinguishing
polymers on the basis of their average mo-
lecular weight and possibly modifying the
inventory in the future. .

Comment 81: How should the weight of a

monomer be calculated and what is mesnt

23, 1977



1

61590

bY a moliomer present at a certain “~ei@~
percent” of a polymer?

s Response For purpose of the inventory

reportiilg requirement t-s, the percent (by

weight ) of a monomer is the weight of the
monomer charged into the reactor and not

the weight incorporated into the polymer.
~,e weight of the monomer shOu~d ~ ex-
pressed as a percentage of the weight of the

polymeric chemical substance manufacturmf.

comment 82 If a polymer listed on the

inventory contains five monomers. for ex-

ampie. a new poiymer with four of those
five monomers should not be considered a

“new chemical substance”’ for the PUW~

of section 5(a) (1) (A).
Response: The Administrator disagrees

with this comment. If someone created a
poi ymer that contained fifty different mono-

mers wrhich were added in insignificant

quantities Merely to include them x part
of that reportMf polymer, a manufacturer

could then create thousands of poiymeric

combhations baaed on those fifty monomers

without reporting them for the inventory or

submitting premanufacture notification.

lnVe%tOry Reporting Ferrns

comment 83.’ All forms s%ould begin with

a certification to the effect that “to the best
of my knowledge and belief, I certifY

that .“.
Response: The Administrator agreea with

t hLs comment and has modified the forms

accord!n@y.
Comment 84: It shouid not be necessary

to report both chemical names and Chemi-

cal Abstrac@ Service ( CAS ) numbem cm
Form B.

Response: The reason that EPA requires a
rnanu fswturer to report both a chemical

name and tbe Chem.icai Abstract Service

Registry number on Form B is to eusure

that a manufacturer h&s reported correctly.

Kf EPA required only reporting of the sever,-

d~git CAS numbers. EP.L. would have no

nwam to check: whether a manufacturer
corrmtly reported that number.

Corn,mr?nt85: It shouid be possible to 611

out ail forms on computer print-out or tape.

Ftc3pcmse: Manufacturers may report

chemicsi substances that have CAS registry

number% by computer print-out or tape.

Instructions for reporting in this manner are,.
:?wluded in the instruction bookiet accom -

psmying the forms.

Comment 6’6: The instructions for ~epOrt-

it:g should make ciear that compiex, unde-
fined chemical substance< may be reported

bv describing the reaction process used to

manufacture the substances.

R.es.pon.se: EPA recognizes that It is often

dit!icult to describe compiex reaction prod-

t~cts whose composition is variable or un-
known. Many of these substances are com-
monly descrlbai by generic terms such M coal

tar, sia’e[bc, or vegetabie extracts. For pur’-

pmes of the inventory, manufacturers
simu id report as Spec!f.tail y ss possibi@,
us~ ng generic terms and a description of the

method used in the final reaction sequence

to produce the reported substance. EPA wiii
pub{ish detaiied Instructions in “Reporting

for the Tf5CA Inventory,”

Comment 87: Form D is an e~cellent idea
which wfli be very useful for processors and
othe~ who b,~y trademarked cbemiwd.s
‘whose composition is unknown to them. It

should be updated frequently.

Etespol16e: EPA encourages manuf~turer~
=.hO report for the initiai in~en~~ to in.
ciude on Form D tbe trademarks. ~,hether
regis terwf or not, by which chemi~~l sub-

stances r-sported for the inventory are
known. A manufacturer may report a trade-

mark for a product which is a chemical
substance. a mixture or an article contain -

1% Q Chemical substance. AS provided in the

“ RULES AND REGULATM3NS

i tmtruct ions to Form D, a manufacturer w,ho

chooses to report, must certify that all the

chemical substances which comprise the
trademarked product have been reportd fer

the inventory, either by him or by snmeone

else.
EPA recognizes that processors and users of

chemical substances do not always know the

identiti- of the sufxtanoes they purchase

and thus, may have difficulty determining

whether or not the chemicai substances they

purchase are included on the inventery

processors could individually request mlP-
piiers to certify that the substances they aeii

are included on the inventory. The Agency
hopes to ease this burden somewhat by pro-

viding manufacturer who sell thetr products

under a trademark an opportunity to certify

that the chemical sutitances containexi in

the particular trademarked product h,sve
heen reported for the inventory. Any faiee

certification woufd subject a manufacturer to

criminal penalties under 18 U.S.C. 1001.

The usefulness of the trademark list is,
however, Ii mited. EPA recognizes that the

comoo.s:tion o~ any particular trademark

product may vary over time. Further. the
Agency is not r ~w requiring manufacturers

who choose to report their trademarks ta iink

the product name with specific chemical sub-

stances Accordingly, the Agency wtii not be
able to veri:y the accuracy of the trademark
iL9G.

-use of the iim:ted utility of the trade-

mark list, the .k~ency doex not now intend to

updatx? it. The i LW. is designed to asaist proc-

esaorx and users in reportl ng for tbe revised
inventory. The Agency wiil be studying the

continuing problem presented by the fact

that persons in the chemictl industry do not

always know tim identity of the substances
ti)ey purcha+e.

WHEN TO XCPC)RT

Com men t (?S. Man (I factu rers nnd prmessx%
need more th.tn90days to repnrt aii the in-

forrnabion required by these regulations

Response: ‘rhe Administrator agrees with
f.ii,i comment. Section 710.6(a) provides man-

ufacturer?. and :mporters !Intii May 1, 1978 to

reyxt for the initia~ inventory. Section 710.6

(c) provides pmceasors and users of chemical

substances 21!) days to repmt for the revised
Invenbry. The ~-enc~ encourags perswnm re-

porting for the ihventory to sta?ger their

submimions throughout the reporting pericd

WJ that they can be processed in a timely

manner.

crMnTnc71< 89- A manufacturer should &
abie to add new ch,; micals to the inventory

m-, time prior to tile start of premanufacture

not ifmation ___

Response: Tile Administrator agrees W’ItiI
this comment. Section 710.6( b ) provides this

authority. A manufacturer or i[nporter of a

cilemicai substance in bulk may report a new-

chemicai substance until 30 days after publi-

c~~cm of tbe initial inveutmy, An importer of
e, diemicai substance SS part of * n*ixture or

artiCi@ may report a new chemicai suhhnce

for the inventory until 30 days after publica-

tion of the revi.aed inventory,

Comment 90: Manufacturers aud importers

of chemical substances should be aliowed WI

report .for the revised inveutor’y. Premanufac-

ture notification should not begin until after

publication of the revised inventory.

Response: Tile Administrator disngrees

with this comment. Postponement of pre-

manufacture notification until after publi-

cation of the revised inventory would delay

the effectiveness of this provision of the Act

for au unacceptable period of time. The re-

vtssd inventory may not be published untit
>:Ovember 1979 m. la~r.

Comment 91 ~ The Administrator stmuid

proride by regulation that faiiure to report

for inciuslon in the inventory for “’good
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cause” will not subject the manufacturer to
the premanufacture notific,atlOn require-

mentsof, section 5(a) (1) (A)

l?espof’ltc: The Administrator disagrees

with this comment. Such a prorision is not

appropriate for these inventory reporting
reguiationa. EPA does recegnize, however,

that given the large volume of information

that is to be compiled and transmitted. it is

inevitable that there may be some clerical or

technical errors made in reporting chemical
substances for the inventory. Accordingly,

the note at s 710.1 (b) of these regulation

provides that as a matter of traditional

Agency poiicy, EPA does not intend to, con-

centi-ata its enforcement etf0rt9 on inr3ig-
nificant clerical errors in reporting. Instead,

EPA will give ~riority to bringrng enforce-

ment actions against persons who ( 1 ) report

false information. (2) repert for inciusion on

the inventory chemical substanms which are

exciuded under $ 71 O.4(C) of the-se regula-
tions. (3) fail to report, or (4) fail ta main-

tain records documenting reported informa-

tion.

Comment 92: In assessing any penalty on

a manufacturer, the impacts on preceseors

and users of the chemical substance(s)
should be corzzidered.

Response: The Administrator agrees with

this comment. Section 16(a) (2) (B) of the

Act provides that in asses-sing any penalty

the Administrator must take into account
several factors. In assessing a civii penalty

against a manufacturer, the Administmttor

as a matter of policy wiii consider the effect

of the action on persons who process and use

that chemical’ substance.

m b-FIDENTXALZH

Identity o! Ch.srnica: SUbstanme

Comment 93.’ Snme chemkxii identities are

entitled h couf?dential treatment for pur-

poses of the TSCA inventory. Any submitter
should be aiiowed to ciaim that any cfmmi-

cai identity is confidential for the inventory.

Response: The Administrator agrees with
this comment. The general approsch EPA

will take to confidentiality of specific chemi-
cal identities for purpw%es of the inventory
is set out in the preambie and $710.7 of

these regulations. In chmsing this approach

EPA had to baiance the competing concerns

of section 14 and sections 8(a) and 5(b).

The reasons for taking this approach follow.

The inventory is a 1ist of chemical sub-
stances manufactured (including imported)

or processed for a commercial purpose. ManY

chemicai substances have been developed

and synthesized for which no commercial_

purpose has been found. The fact tilat sQme-

one has found a commercial purpose for a
particular chemicai substance may be a con-

fidential trwle secret. Placement of the

specific chemical identity on the inventory

would announce that fact to potential com-
petitors who might be able to narrow their

research activities. This problem woufd be

further compounded if the chemical sub-

stance were newly synthesized and known

OnlY to the person reporting it to EPA Q!’ if
the substance were patentable. in which

case inclusion on the inventory might con-
stitute a pubihxrtion and limit the person’s

patent rights.
Were there no requirement in section 8(b)

of TSC.4 to pubilsh a list of chemical sub-
stances manufscturwd and processed fOr

commercial purpmes. there is no doubt that
the fact that certain substasncea are manu-

factured or processed for commercial pur-

poses woufd he confldentfaf under traditional
trade secrets law and case law under the

Freedom of Information Adt fourth exemP-

tion (6 u.S.C, 562(b) (4) ). Section 14(a) Of

TSCA states that any information reported

to E?A under TSCA that is exempt frOm

disclosure under 5 U.S.C. 552(b) (4) maY nOt
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